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HAPyHMJlAU:

PenyónuHKM (Jioha 3a 3flpaBCTBeHo ocurypafbe, yji. JoBaHa MapuHOBuha 6p. 2, Eeorpaa, Kora, 
no PeuieHby o npeHocy OBJiaiuTietba 12 6poj: 031-461/18 ofl 31.10.2018. roflUHe B.fl. flupeirropa 
npocf). flp Caite PaflojeBMPi LUkoapmTi, 3acTyna flupeKTop CeKTopa 3a jaBHe Ha6aBKe Mapiija 
ATaHacMjeBiifi
MaTMHHH 6poj: 06042945 
(11/1B: 101288707
Bpoj paMyHa: 840-26650-09 Koju ce BOfln KOfl YnpaBe 3a Tpe3op 
(y .qarbeM TeKCTy: <t>OHfl)

flOBABJbAH:

Medica Linea Pharm d.o.o., Eeorpaa, yn. CTpaxHibufia BaHa 10, ABoprniiHa 3rpa,qa, Kora 
3acTyna flup eK Top  CnoöoflaHKa >KmbkobmTi
MaTMMHM 6poj: 20778121
RUB: 107304324
(y flarbewi TeKCTy: flo6aBfbaM)

flaHa___.____ .2022. rofli/iHe 3aKrbyHyjy

AHEKC OKBMPHOr CnOPA3yMA BP. 48-1/22 
3A JABHY HABABKY 9-OBAJ1EHTHA BAKUMHA nPOTMB XYMAHOr nArM ÍIOMABMPyCA

(PEKOMBMHAHTHA, AflCOPBOBAHA)

JH BP. 404-1-110/22-15

nPETXOflHA KOHCTATAI4MJA

HapyMunau w floöaBrtaM KOHCTaiyjy fla cy flaHa 01.06.2022. roflUHe, hbkoh cnpoBefleHor 
OTBopeHor nocTynKa 3a jaBHy HaöaBKy 9-OBaneHTHe BaKUMHe npoTMB xywiaHor nannnoMaBnpyca 
(peKOMÖMHaHTHa, aflcopöoBaHa), 6poj jaBHe Ha6aBKe 404-1-110/22-15, 3aKTby4n™ Okbmphm 
cnopa3yM 6p. 48-1/22. npeflwieT oKBnpHor cnopa3yMa 6p. 48-1/22 je 9-osaJieHTHa BaKMUHe npoTMB 
xyMaHor nannnoMaBnpyca (peKOMÖmnaHTHa, a,qcop6oBaHa), 3aiii™fieHor Ha3MBa GARDASIL®  9, y 
KOJiMMMHM Ofl 11.270 HHjeKMMOHHx uinpmteBa.

Ha 0CH0By 3aKrbyHeHor OKBMPHOr cnopa3yi\/ia 6p. 48-1/22, YroBopa m AHeKca yroBopa o 
o6e36eI]MBa43y ueHTpann30BaH0r CHaöfleBatoa 3flpaBCTBeHnx ycTaHOBa y Peny6nmun Cp6njn 
BaKqnHaMa 3a o6aBe3Hy MMyHH3ai4njy 3aKrbyMeHMM ca PenyönuMKMM <£0Hfl0M, HHCTi/iTyT 3a jaBHO  

3ApaBfbe Cp6i/ije „flp MunaH JoBaHOBMfi BaTyr“ (y flarbeiw TeKCTy: MHCTMTyT „BaTyT“) 3ai<rbyHyje 
yroBope ca floöaBrbaHeM.

UMajyfin y BMfly fla ce y Penyönw-iM Cpönjn 9-OBaneHTHa BaiajMHa npoTUB xyMaHor 
nanujioMaBupyca (peKOMÖMHaHTHa, aflcopöoBaHa) npBn nyT o6e36eT]yje o TpowKy PenyönuMKor 
4>OHfla i/i fla je nMyHM3aunja mctom npenopyneHa a He o6aBe3Ha, M3 Kor pa3Jiora ce flUHaMMKa 
nMyHM3aL4nje He wiowe ca curypHOiüñy yTBpflUTM, npeflBMf)eHO je fla HHCTmyr 3a jaBHO 3flpaBrbe 
Cpönje „flp MunaH JoBaHOBMfi BaTyT“ ca ropeHaßefleHUM floßaB/baneM yroBope 3aKTbynyje 
KBapTanHO, oflHOCHO, Ha KOJiuMMHe 3a nepwofl oflTpn Meceqa.

CxoflHo HaBefleHOM, HHCTMTyr „BaTyT“ je ca flo6aBn>aMeM npB06nTH0 3aKibyMno yrosop 6poj 
3051/1 ofl 02.06.2022. roflMHe 3a KonnHMHy ofl 2.818 fl03a, a 36or noBeFiaHe noTpeée 3flpaBCTBeHMX 
ycTaHOBa 3a ripeflMeTHOM BaKqi/iHOM, flaHa 24.06.2022. roflume 3aKTbyHeH je yroBop 6poj 3616/1 3a 
KOJiuMMHy ofl 6.240 fl03a n flaHa 25.08.2022. roflMHe yroBop 6poj 5165/1 3a npeocTa/iy KOJinMUHy ofl 
2.212 fl03a, ycnefl Mera je qenoKynHa KonunuHa Koja je npefliweT OKBnpHor cnopa3yMa ofl 11.270 
nHjeKunoHMx LunpuLteBa yroBopeHa.

flaHa 31.08.2022. roflMHe MHCTMTyT „BaTyT“ flocTaBMO je flonnc 3aBefleH KOfl HapynnoLia nofl 
6p. 450-1114/2022, y kom HaBOflM fla je, MMajyfin y BU fly  6poj jnuma BaKL(HHHcaHMX ca jeflHOM fl030M 
BaKUMHe (3.755 Ofl HaBpoieHux 9 flo HaBpiueHMx 14 roflUHa n 4.018 nnua y3pacTa 15 roflUHa m 
CTapnjnx), Kao m 6poj anjinKOBaHMx fl03a 3aKJtyMHO ca 26.08.2022. roflMHe, y uurby peann3ai4Mje 
noTnyHe MMyHH3aL4nje ca flpyroM fl030M npBe y3pacHe rpyne (ofl fleL4ewi6pa TeKylie roflMHe) m flpyroM



i/i TpefioM A030M flpyre y3pacHe rpyne (ofl aBrycTa, oahocho, fleMeMčpa Tei<yFie rofli/iHe) Kao n 
KOHTMHynpaHO cnpoBof}eite MMyHM3ai4Mje npBUM fl03awia y HapeflHOM nepnofly, HeonxoflHo fla ce 
aHeKCupa npeflMeTHM okbmphm cnopa3yM 6p. 48-1/22 y MaKcmvianHO MoryfiMM KOJiMHHHaMa cxoaho 
TaHKM 13. MCTOr.

HnaHOM 2. TaHKOM 2.4. OKBnpHor cnopa3yMa npeflBMfjeHo je fla je Ko.ni/im/iHa Jiera HaBefleHa 
y Cnei4n4)MKaL(MjM neKa ca LieHOM (flpunor 2) OKBMpHa KOJiMMUHa 3a noTpeSe 3,qpaBCTBeHnx ycTaHOBa 
Koje o6aBJtajy nocnoBe jaBHor 3flpaB/ba 3a TepnTopnjy Bi/iuie onoiTUHa, oahocho rpafla 3a nepnofl ofl 
1 2 (flBaHaecT) Meceui/i.

MnaHOM 13. TaHKOM 13.1. OKBnpHor cnopa3yiwa, flect}MHMcaHO je fla cy M3MeHe m flonyHe 
OKBnpHor cnopa3yMa MoryFie cy y CKnafly ca MJiaHOM 158. -1 6 1 . 3aKOHa o jaBHUM Ha6aBKawia, o Meiwy 
The ce cam/iHi/nvi AHeKC 0KBi/ipH0r cnopa3ywia.

Kara je y CKnafly ca HJiaHOM 158. 3aKOHa o jaBHMM Ha6 aBKaMa noTpe6a 3a n3ivieHOM 
OKBnpHor cnopa3yMa HacTana 36or okojihoctm Koje caBecTaH HapyMM/iai4 Huje Morao fla npeflBUflM, u 
fla ce M3MeHOM He luieita npupofla yroBopa, BpeflHOCT oKBnpHor cnopa3ywia MO>Ke fla ce noBefia anv\ 
He Burne ofl 50% BpeflHOCTu npBo6i/m-ior OKBupnor cnopa3ywia.

MiviajyfjM y BMfly HaBOfle l/lHCTMTyTa ,,5aTyT“, a y i4i/irby o6e36eT}MBaKia K0HTi/mynpaH0r 
cnpoBofjeiba MMyHM3ai4i/ije flo ncTe«a nepnofla Ba>Keita OKBnpHor cnopa3yMa u o6e36ef]i/iBahba 
npeflMeTHor fločpa y hobom nocTynKy jaBHe Ha6aBKe, yroBopne CTpaHe cy camacHe fla npncTyne 
3aKrbyweHjy aHeKca OKBnpHor cnopa3yMa Koji/iM ce noBefiaBa Konuni/iHa flo6pa Koje je npeflMeT 
OKBnpHor cnopa3yMa 3a 50%, oahocho 3a 5.635 MHjeKMi/ioHMx Lunpi/meBa, ycnefl Mera ce noBefiaBa 
BpeflHOCT 0KBMpH0r cnopa3yMa y oflHocy Ha BpeflHOCT npBOČuTHO 3ai<rbyMeHor 0KBMpH0r cnopa3ywia 
3a 50%.

Bprnu ce M3MeHa 0KBnpH0r cnopa3yMa 6p. 48-1/22 ofl 01.06.2022. roflMHe y fleny Ilpunora 2 
- Cneui/icjji/iKaui/ija neKa ca LteHOM, Ha Ham/iH fla ce y i/ictom Koni/muHa ofl 11.270 MHjeKL(MOHMx 
ujnpmieBa yBefiaBa 3a flOflaTHy K0Jii/muHy ofl 5.635 MHjeKL(MOHMX tunpuLieBa, TaKO fla yKynHa 
KonuHMHa Koja je npeflMeT OKBnpHor cnopa3yMa m3hocm 16.905 MHjeKi4MOHMX lunpMLieBa.

Ycnefl noBefianja KonuMMHe npeflMeTHe BaKLtuiHe y ripnnory 2 oKBi/ipHor cnopa3yMa Tarace 
ce wiehbajy m3hocm y KonoHaMa „YKynHa BpeflHOCT 6e3 nflB-a" Tara fla cafla m3hocm 201.930.225,00 
flMHapa, ,,M3hoc nflB-a" Tara fla cafla m3hoci/i 20.193.022,50 i/i ,,YKynHa BpeflHOCT ca nflB-OM" Tara 
fla cafla m3hocm 222.123.247,50 flMHapa.

H3MeibeH n pnjior 2 oKBnpHor cnopa3yMa - Cnei4MCt>MKaLu/ija JieKa ca LieHOM, Hana3i/i ce  y 
npnnory 0B0r AHeKca oKBnpHor cnopa3yiwa u mmhm iteroB cacraBHi/i fleo.

H n a H  2 .

CBe flpyre oflpefl6e OKBnpHor cnopa3yMa 48-1/21 ofl 01.06.2022. roflUHe ociajy Ha CHa3i/i 
0H3K0 KaKO mace.

OBaj AHeKC OKBnpHor cnopa3yMa canufteH je y 2 (flBa) MCTOBeTHa npmviepaKa Ha cpncKOM 
je3MKy, m to 3a CBaKy CTpaHy noTnucHUKa aHeKca OKBnpHor cnopa3yi\/ia no jeflaH npi/iMepaK.

CacTaBHM fleo 0B0r AHeKca oKBi/ipHor cnopa3yi\/ia je:

ripunor 2 OKBi/ipHor cnopa3ywia - CneLinc^MKaunja JieKa ca LieHOM

MjiaH 1.

MnaH 3.

HAPyHMJIAU flOBABJbAH

PenyöJiMHKM ({io h a  3a 
3A paB C TB6 HO ocurypahbe

Medica Linea Pharm d.o.o.

, CjlOÖOflaHKa )Kl4^KOBMfi j|o

flupeKTOp



riPH/lOr 2 OKBMPHOr CnOPA3YMA - CnEMUOUKAUMJA J1EKA CA UEHOM

floöaerbaM: MEDICA LINEA PHARM d.o.o. Beograd

flpeflMer HaöaeKe JKJ1
3aumiTieHti h33h b  
nowyfJeHor ao 6pa

np0M380l}aV OapMayeyTCKM o6nmc naKOBaibe u jaswHa fieica JeflMHHua Mepe KOJIMMMHa
JeAMHMHHa i^eHa yicynHa BpeflHOCT 

6e3 flflB-a
CTona n A B -a

M3ho c  n flB-a YKynHa epeflHOCT 
ca nAB-OM

9-oeaneHiHa b3kl)mh3 npOTus 
xyMaHor nannnoMaanpyca 

(peKOMßuHaHTHa, 
aflCOpöoeaHa)

0011804 G A R D A S IL ®  9
M E R C K  S H A R P  & 

D O H M E  B.V. - Holandija

cycnetmja 3a wHjeKijHjy y
HanyiteHOM nHjeKL(MOHOM 

ujnpHLjy

( napunjen injekcioni špric, 1 po 
0.5 mL (30mcg/0.5mL + 

40mcg/0.5mL +  60mcg/0.5mL + 
40mcg/0.5mL +  20mcg/0.5mL + 
20mcg/0.5mL +  20mcg/0.5mL + 
20mcg/0.5mL +  20mcg/0.5mL)

MHjeK14MOHM lunpML| 16.905 11.945,00 201.930.225,00 10% 20.193.022,50 222.123.247,50


